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and who is authorized to file the Re-
quest Package on the requester’s be-
half pursuant to § 110.44. 

(v) Requester means an injured coun-
termeasure recipient, or survivor, or 
the estate of a deceased injured coun-
termeasure recipient (through the ex-
ecutor or administrator of the estate) 
who files a Request Package for Pro-
gram benefits, or on whose behalf a Re-
quest Package is filed, under this part. 

(w) Request Form or Request for Bene-
fits Form means the document des-
ignated by the Secretary for applying 
for Program benefits under this part. 

(x) Request Package means the Re-
quest Form, all documentation sub-
mitted by, or on behalf of, the re-
quester, and all documentation ob-
tained by the Secretary as authorized 
by, or on behalf of, the requester for 
determinations of Program eligibility 
and benefits under this part. 

(y) Secretary means the Secretary of 
Health and Human Services and any 
other officer or employee of the De-
partment of Health and Human Serv-
ices to whom the authority conferred 
on the Secretary under the PREP Act 
has been delegated. 

(z) Serious injury means serious phys-
ical injury. Physical biochemical alter-
ations leading to physical changes and 
serious functional abnormalities at the 
cellular or tissue level in any bodily 
function may, in certain cir-
cumstances, be considered serious inju-
ries. As a general matter, only injuries 
that warranted hospitalization (wheth-
er or not the person was actually hos-
pitalized) or injuries that led to a sig-
nificant loss of function or disability 
(whether or not hospitalization was 
warranted) will be considered serious 
injuries. 

(aa) Standard calculation means the 
calculation used in § 110.82(b) of this 
part for the death benefit available to 
all eligible survivors (other than sur-
viving dependents younger than the 
age of 18 who do not fit the definition 
of ‘‘child’’ under § 110.3(e)). 

(bb) State means any State of the 
United States of America, the District 
of Columbia, United States territories, 
commonwealths, and possessions, the 
Republic of the Marshall Islands, the 
Republic of Palau, and the Federated 
States of Micronesia. 

(cc) Survivor means a person meeting 
the requirements of § 110.11 with re-
spect to a deceased injured counter-
measure recipient who died as a direct 
result of a covered injury. 

(dd) Table or Table of Injuries means a 
Table of Covered Countermeasure Inju-
ries to be included under Subpart K of 
this part, including the definitions and 
requirements set out therein. 

(ee) Third-party payer means the 
United States (other than for payments 
of benefits under this Program) or any 
other third party, including but not 
limited to, any State or local govern-
mental entity, private insurance car-
rier, or employer, any public or private 
entity with a legal or contractual obli-
gation to pay for or provide benefits. 
The Program is the payer of last re-
sort. 

[75 FR 63675, Oct. 15, 2010, as amended at 76 
FR 62308, Oct. 7, 2011] 

Subpart B—Persons Eligible To 
Receive Benefits 

§ 110.10 Eligible requesters. 
(a) The following requesters may, as 

determined by the Secretary, be eligi-
ble to receive benefits from this Pro-
gram: 

(1) Injured countermeasure recipi-
ents, as described in § 110.3(n); 

(2) Survivors, as described in 
§ 110.3(cc) and § 110.11; or 

(3) Estates of deceased injured coun-
termeasure recipients through individ-
uals authorized to act on behalf of the 
deceased injured countermeasure re-
cipient’s estate under applicable State 
law (i.e., executors or administrators). 

(b) If a countermeasure recipient 
dies, his or her survivor(s) and/or the 
executor or administrator of his or her 
estate may file a new Request Package 
(or Request Package(s)) or amend a 
previously filed Request Package. A 
new Request Package may be filed 
whether or not a Request Package was 
previously submitted by, or on behalf 
of, the deceased injured counter-
measure recipient, but must be filed 
within the filing deadlines described in 
§ 110.42. Amendments to previously 
filed Request Packages and the filing 
deadlines for such amendments are de-
scribed in § 110.46. 
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(c) The benefits available to different 
categories of requesters are described 
in § 110.30. 

§ 110.11 Survivors. 
(a) Survivors of injured countermeasure 

recipients who died as the direct result of 
a covered injury. If the Secretary deter-
mines that an injured countermeasure 
recipient died as the direct result of a 
covered injury (or injuries), his or her 
survivor(s) may be eligible for death 
benefits. 

(b) Survivors who may be eligible to re-
ceive benefits and the order of priority for 
benefits. (1) The Act uses the same cat-
egories of survivors and order of pri-
ority for benefits as established and de-
fined by the PSOB Program, except as 
provided in paragraphs (b)(3), (4), and 
(5) of this section. 

(2) The PSOB Program’s categories of 
survivors (known in the PSOB Program 
as beneficiaries) and order of priority 
for receipt of death benefits are de-
tailed under subpart 1 of part L of title 
I of the Omnibus Crime Control and 
Safe Streets Act of 1968 (42 U.S.C. 3796 
et seq.), as amended, as implemented in 
28 CFR part 32. 

(3) In the PSOB Program, the person 
who is survived must have satisfied the 
eligibility requirements for a deceased 
public safety officer, whereas the per-
son who is survived under this Program 
must be a deceased injured counter-
measure recipient who would otherwise 
have been eligible under this part. 

(4) Unlike the PSOB Program, if 
there are no survivors eligible to re-
ceive death benefits under the PSOB 
Program (as set forth in paragraph 
(b)(2) of this section), the legal guard-
ian of a deceased minor who was a 
countermeasure recipient may be eligi-
ble as a survivor under this Program. 
Such legal guardianship must be deter-
mined by a court of competent juris-
diction under applicable State law. 

(5) A surviving dependent younger 
than the age of 18 whose legal guardian 
opts to receive a death benefit under 
the alternative calculation on the de-
pendent’s behalf will have the same 
priority as surviving eligible children 
under the PSOB Program (consistent 
with paragraph (b)(2) of this section) 
even if the dependent is not the sur-
viving eligible child of the deceased 

countermeasure recipient for purposes 
of the PSOB Program. However, such a 
dependent may only be eligible to re-
ceive benefits under the alternative 
death benefits calculation, described in 
§ 110.82(c), and is not eligible to receive 
death benefits under the standard cal-
culation described in § 110.82(b). Death 
benefits paid under the alternative cal-
culation will be paid to the dependents’ 
legal guardian(s) on behalf of all such 
dependents. 

(6) Any change in the order of pri-
ority of survivors or of the eligible cat-
egory of survivors under the PSOB Pro-
gram shall apply to requesters seeking 
death benefits under this Program on 
the effective date of the change, even 
prior to any corresponding amendment 
to this part. Such changes will apply to 
Request Packages pending with the 
Program on the effective date of the 
change, as well as to Requests filed 
after that date. 

Subpart C—Covered Injuries 
§ 110.20 How to establish a covered in-

jury. 
(a) General. Only serious injuries, as 

described in § 110.3(z), or deaths are cov-
ered under the Program. In order to be 
eligible for benefits under the Pro-
gram, a requester must submit docu-
mentation showing that a covered in-
jury, as described in § 110.3(g), was sus-
tained as the direct result of the ad-
ministration or use of a covered coun-
termeasure pursuant to the terms of a 
declaration under section 319F–3(b) of 
the PHS Act (including administration 
or use during the effective period of the 
declaration) or as the direct result of 
the administration or use of a covered 
countermeasure in a good faith belief 
that it was administered or used pursu-
ant to the terms of a declaration (in-
cluding administration or use during 
the effective period of the declaration). 
A requester can establish that a cov-
ered injury was sustained by dem-
onstrating to the Secretary that a 
Table injury occurred, as described in 
paragraph (c) of this section. In the al-
ternative, a requester can establish 
that an injury was actually caused by a 
covered countermeasure, as described 
in paragraph (d) of this section. The 
Secretary may obtain the opinions of 
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